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GMA Testimony, Food and Drug Administration 
Public Meeting, Implementation of Pearson v. 

Shalala Decision 
Thank YOU for the opportunKy to test@ this ahemoon. The Grocery ManuWturers of America 
(GMA) IS the work& fargest association of food, bevwage, and consumer brand companies and 
as such our member companies have a deep interest in the f DA implernenrtation of the decision 
in Pears~l v. Shale/a and the provisions that authorize disease claims for fkmd produots. GMA 
commends the a ency for 
implemented an cf J 

roviding a public forum to address how the Peal’son decision will be 

disease. 
to cons1 er whether to permit health claims about an effect on an existing 

The Pearson Decision Applies to Conventional Food 

Although the Pearson decision involved four disease claims that arose in the context of dietary 
supplements, it applies to all food - and not just dietary supplements, Nothing in the Pearson 
decision limits me impact of the court’s analysis to dietary su lements To ensure a fair, 
balanced and efkient policy development process, it is incum Pg ed upon FDA to consider directly 
conventional foods along with dietay supplements. Indeed, the Notice acknowledges that the 
treatment af health Claims with respect ti diimry supplements is directly relevant W conventional 
fOOdS, 

, 

?~e agency’s apparent intent to consider these issues solety in the amtext of dietary 
supplements is illconceived. FDA misses a valuable opportunity to use 3~ rwources effxlsnuy 
by considen’ng a sin 
conventional foods. v 

le set of *issues once in connection with both dietary supplements and 
his concurrent apptuati also facliiies timely development of policies, 

Ultifnately, these policies till be applied to conventional foods. It is, !hereWf?!, rational and 
prudenr to directly consider oonventional foods when such policies are developed. 

Vve aIs0 object to FDA’s determination that it will not oonsider loads in conneqion with its 
im 

f; 
lementation of Pearsbn due to purported limita on i& statutory autiwrily aftd because Pswsm 

on involved dietary su lements, This viewpoint is incorrect as a matter of law, and re resents 
unsound public policy. I8 A’s continued preference to read the First Amendment p l-cl%& ‘ons 
nawwly W the f&s of the Pearson case is short-sighted. FDA should not postpone 
consideation of these important issues in the context of conventional foods until ordered to do so 
by a Federal court. 

The Disease Claims Provisions of the F 6&C Act Apply to Treatment as Well as Prevention of 
Disease 

($~~~ m: la~lifI$l of a fopd that “characterizes the- relationship of any nutrient , . , lo a 

disease. * ’ 
a* authorized In the Act There is no limttation in thts provision to the.“preven&M of 

~@-uxf--@ 
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Some nutrient/disease re4atinship.s involve treatmarrt as well as prevention. For example, a 
person with hypertension is often put on a low sodium die1 as part da tnxatment rsgimen. 
Similarly, pabents with osteopolasis are prescribed calcium rW treatment, ~people wt?h 
cardiovascular disease are presoribw a diet of low fat and dietary fiber BS part of a trearment 

10 
riB 

ram, and so forth, There is, in short, no bright line between prevention and treatment in the 
el of dret and disease. 

In its Federal Register notice, FDA contehdc that the disease prevention OR treatment 
chamcteristie ef a food must be based upon ifs nuMona1 value. It is, moreover, directly conuary 
to judicial 
“prlmarity cb 

recedent, The court in Nutrllab, Inc. v. Schweikef concluded that food Is oonsumed 
r taste, aroma, or nutrittve value” but that 70 hold as did the district court that alticks 

used as food aFe articles used sole 
Thus, lbod may be oomprked of nu tltlwe 

,@fpr taste, amma or nu&We value is unduly rWricWe . . ,I 
and nonnutritive m&&ak, or cwn ete4y from 

nonnuwe materials, and there is no statutory requirement that the value o a fbod in pwenting f 
or treaWg disease must be derived from the nutritive components. * 

Conclusion 

For the reasons stated above, FDA shwld proceed prompti 
for all forms of food - including conventional food, medical 

to implement the Pearson aecision 
80 

food, as well as dieta 
d, and any olbr categories af 

in Section 463(r)(l)(Brof $8 FbdC Act include the treatment m well as the prevention of 
SU plements .. and should recognize that the disea$e claims provisions 

disease. 
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NEWS RELEASE 

o &$27,2000 GMA Petition: FDA Should lmme&tely Whhdraw, Revise 
Unamsttiu~al Disease Claims Rules 

o 4pn’r4,2W FDA Policy For Disease Prevention Claims Should Be Applied To AII 
o F;fzr Just Supplements 

Group 
.,I 0.2000 GMA Requests FDA To Halt Action On Disease Claim Rules; 

ays !6i&%Mamount to Ban on Commercial Speech’” 
0 &Mary. _S 20 0 GMA: FDA “Moves in Right Direction”. Allows Communication of 

-% Health lnbrma ‘on to Consumers 
0 MaY A?. 1999 GMA: ‘TIME IS RIPE” FOR FDA TO RECONSIDER AND REVISE 
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